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PROPOSED  RULES 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Social  and  Rehabilitation  Service 
[  45  CFR  Part  249  ] 

MEDICAL  ASSISTANCE  PROGRAM 
Home  Health  Services 

Notice  is  hereby  given  that  the  regula¬ 
tions  set  forth  in  tentative  form  below 
are  proposed  by  the  Administrator, 
Social  and  Rehabilitation  Service,  with 
the  approval  of  the  Secretary  of  Health, 
Education,  and  Welfare.  The  purpose  of 
the  proposed  regulations  is  to  remove 
certain  restrictions  and  ambiguities  in 
current  regulations  which  have  pre¬ 
vented  full  realization  of  the  benefits  of 
home  health  services  in  State  Medicaid 
programs  (title  XIX,  Social  Security 
Act). 

In  light  of  the  statutory  requirement 
under  title  XIX  to  provide  home  health 
services  to  all  individuals  entitled  to 
skilled  nursing  facility  services  under  a 
State’s  Medicaid  plan,  the  Department’s 
efforts  to  develop  alternatives  to  insti¬ 
tutional  care,  and  Congressional  in¬ 
terest  in  expanding  the  use  of  home 
health  care,  the  following  revisions  are 
proposed  in  order  to  increase  the  avail¬ 
ability  of  such  services  and  encourage 
their  use  in  appropriate  cases: 

1.  Currently,  participation  under 
Medicaid  as  a  home  health  service  pro¬ 
vider  is  restricted  to  those  agencies 
which  meet  the  statutory  Medicare 
requirements,  i.e.,  they  must  provide 
skilled  nursing  services  and  one  other 
service.  This  has  meant  that  agencies 
such  as  small  visiting  nurse  associations 
are  unable  to  participate  because  they 
cannot  offer  the  second  service  (there 
are  approximately  500-700  VNAs  which 
have  been  prevented  from  participating 
because  of  this  requirement) .  It  has  also 
served  to  deter  creation  of  new  agencies. 
Since  there  is  no  similar  statutory  re¬ 
quirement  in  Medicaid,  the  problem  can 
be  alleviated  by  expanding  the  types  of 
agencies  qualified  to  provide  services. 
Under  the  proposal,  the  limitation  would 
be  removed  and  agencies  offering  nurs¬ 
ing  or  home  health  aide  services  may 
qualify  if  they  meet  the  prescribed 
standards.  The  standards  are  basically 
those  used  under  Medicare,  appropri¬ 
ately  adapted  to  reflect  inclusion  of  ad¬ 
ditional  provider  types. 

A  major  additional  change  with  re¬ 
spect  to  provider  participation  is  removal 
of  the  current  limitation  which  restricts 
proprietary  agencies  from  qualifying  as 
home  health  providers  unless  the  State 
licenses  such  agencies.  This  is  a  statutory 
provision  for  Medicare.  In  the  proposed 
regulation,  such  agencies  may  participate 
in  Medicaid  if  they  are  certified  to  meet 
the  prescribed  standards  and  execute  a 
provider  agreement  with  the  State  Med¬ 
icaid  agency.  The  Department  believes 
that  this  change  will  further  the  goal  of 
expansion  of  services  and  that  proper  en¬ 
forcement  of  standards  and  monitoring 
of  performance  will  provide  adequate 
safeguards  against  abuse.  (§  249.150) 

2.  The  existing  regulation  is  ambiguous 
as  to  the  minimum  set  of  home  health 


services  which  States  must  provide  un¬ 
der  their  State  plans.  It  has  been  inter¬ 
preted  that  the  States  are  required  to 
provide  only  one  of  the  specified  services 
(nursing,  home  health  aide,  supplies  and 
equipment) ,  when  it  fact  it  was  intended 
that  all  of  these  were  required  to  be 
available.  The  proposal  now  clarifies  that 
States  must  make  available,  as  deter¬ 
mined  necessary  by  the  recipient’s  phy¬ 
sician  and  included  in  the  plan  of  care, 
nursing  services,  home  health  aide  serv¬ 
ices,  and  medical  supplies,  equipment  and 
appliances  suitable  for  use  in  the  home. 
At  State  option,  physical,  occupational  or 
speech  therapy  may  be  provided  to  home 
health  patients  whether  or  not  they  are 
generally  provided  to  all  recipients  un¬ 
der  the  State  plan.  (§  249.10(b)  (7) ) 

3.  Limitations  on  use  of  the  services 
have  also  resulted  from  the  practice  of 
some  States  of  adopting  Medicare  re¬ 
quirements  specifying  that  the  patient 
must  be  in  need  of  skilled  nursing  or 
other  professional  services.  Thus,  a  per¬ 
son  who  does  not  require  “skilled”  serv¬ 
ices  but  for  example,  only  home  health 
aide  services,  would  not  be  eligible  for 
home  health  services.  Some  States  have 
also  limited  eligibility  by  applying  inap¬ 
propriate  requirements  of  post-hospitali¬ 
zation.  The  proposed  revision  clarifies  re¬ 
cipient  eligibility  by  incorporating  an 
explanation  of  entitlement  previously  is¬ 
sued  as  policy  interpretation.  (§  249.10 
(a)(4)) 

4.  In  addition  to  specifying  the  stand¬ 
ards  which  agencies  must  meet  in  order 
to  qualify  under  the  expanded  regulation, 
the  procedures  for  certification  by  the 
State  agency  and  provisions  relating  to 
provider  agreements  with  the  State  title 
XIX  agency  are  also  set  forth.  (§  249.151) 

In  summary,  then,  the  proposed  re¬ 
visions: 

permit  certain  types  of  qualified  health 
service  agencies,  in  addition  to  those 
which  meet  Medicare  standards,  to  pro¬ 
vide  home  health  services  under  State 
Medicaid  programs; 

prescribe  the  standards  which  those 
agencies  must  meet,  which  parallel  those 
for  Medicare  but  are  appropriately  ad¬ 
justed  for  differing  needs  under  Medic¬ 
aid; 

permit  proprietary  agencies  to  par¬ 
ticipate  if  they  meet  the  standards, 
whether  or  not  the  State  has  a  licensing 
law; 

clarify  that  States  must  make  avail¬ 
able  under  the  State  plan  the  three  main 
types  of  services  needed  in  home  care: 
nursing,  home  health  aide,  and  supplies 
and  equipment,  and  also  permit  them  to 
provide  various  therapies  as  home  health 
services; 

clarify  the  Medicaid  recipients  to 
whom  home  health  services  must  be 
available,  specify  the  requirements  for  a 
physician’s  determination  of  medical 
needs  recorded  in  a  plan  of  care  and 
periodically  reviewed,  and  clarify  that 
Medicare  requirements  relating  to  need 
for  “skilled”  care  or  to  post-hospitaliza¬ 
tion  do  not  apply  under  Medicaid. 

Prior  to  the  adoption  of  the  proposed 
regulations,  consideration  will  be  given 
to  written  comments,  suggestions,  or  ob¬ 


jections  thereto  addressed  to  the  Ad¬ 
ministrator,  Social  and  Rehabilitation 
Service,  Department  of  Health,  Educa¬ 
tion,  and  Welfare,  P.O.  Box  2366,  Wash¬ 
ington,  D.C.  20013,  and  received  on  or 
before  September  22, 1975.  Comments  are 
particularly  solicited  on  the  potential  for 
cost  increases  that  might  result  from 
adoption  of  the  proposed  regulations. 

Such  comments  will  be  available  for 
public  inspection  in  Room  5223  of  the 
Department’s  offices  at  330  C  Street,  SW., 
Washington,  D.C.,  beginning  approxi¬ 
mately  two  weeks  after  publication  of 
this  Notice  in  the  Federal  Register,  on 
Monday  through  Friday  of  each  week 
from  8:30  a.m.  to  5  p.m.  (area  code  202- 
245-0950) . 

Authority:  Section  1102,  49  Stat.  647  (42 
U.S.C.  1302).  (Catalog  of  Federal  Domestic 
Assistance  Program  No.  13.714,  Medical  As¬ 
sistance  Program) 

It  is  hereby  certified  that  the  economic 
and  inflationary  impacts  of  this  pro¬ 
posed  regulation  have  been  carefully 
evaluated  in  accordance  with  OMB  Cir¬ 
cular  A-107. 

Dated:  August  4,  1975. 

John  A.  Svahn, 

Acting  Administrator,  Social 
and  Rehabilitation  Service. 

Approved:  August  8, 1975. 

Caspar  W.  Weinberger, 

Secretary. 

Chapter  II,  Title  45,  Code  of  Federal 
Regulations,  is  amended  as  follows : 

1.  Section  249.10  is  amended  by  revis¬ 
ing  paragraphs  (a)  (4)  and  (b)  (7)  to 
read  as  set  forth  below: 

§  249.10  Amount,  duration,  and  scope 

of  medical  assistance. 

(a)  *  *  * 

*  •  •  *  • 

(4)  Provide  for  the  inclusion  of  home 
health  services  which,  as  a  minimum, 
shall  include  nursing  services,  home 
health  aide  services,  and  medical  sup¬ 
plies,  equipment  and  appliances  as  speci¬ 
fied  in  paragraph  (b)  (7)  of  this  section. 
Under  this  requirement,  home  health 
services  must  be  provided  to  all  categori¬ 
cally  needy  individuals  21  years  of  age 
or  over;  to  all  categorically  needy  indi¬ 
viduals  under  21  years  of  age  if  the  State 
plan  provides  for  skilled  nursing  facility 
services  for  such  individuals;  and  to  all 
corresponding  groups  of  medically  needy 
individuals  to  whom  skilled  nursing  fa¬ 
cility  services  are  available  under  the 
plan.  Eligibility  of  any  individual  to  re¬ 
ceive  home  health  services  available  un¬ 
der  the  plan  shall  not  depend  upon  his 
need  for,  or  discharge  from,  institutional 
care. 

•  •  •  •  • 

(b)  *  *  * 

•  *  •  *  * 

(7)  Home  health  services,  (i)  This 
term  means  the  following  services  and 
items  provided  to  a  recipient  in  his  place 
of  residence.  Such  residence  does  not  in¬ 
clude  a  hospital,  skilled  nursing  facility 
or  intermediate  care  facility,  except  that 
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these  services  and  items  may  be  fur¬ 
nished  as  home  health  services  to  a  re¬ 
cipient  In  an  Intermediate  care  facility 
if  they  are  not  furnished  by  the  facility 
as  intermediate  care  services.  Any  such 
service  or  item  provided  to  a  recipient  of 
home  health  services  must  be  ordered  by 
his  physician  as  part  of  a  written  plan 
of  care  which  is  reviewed  by  his  physician 
at  least  every  90  days.  Those  services 
listed  in  paragraphs  (A),  (B)  and  (C) 
are  required  to  be  made  available  by  the 
State  as  home  health  services;  those 
listed  in  paragraph  (D)  may  be  provided 
as  home  health  services  at  State  option. 

(A)  Nursing  service,  as  defined  in 
the  State  Nurse  Practice  Act,  provided 
by  a  qualified  agency  or,  in  the  case 
where  no  such  agency  is  available  to 
provide  nursing  services,  by  a  registered 
nurse  or  licensed  practical  nurse  who  is 
currently  licensed  to  practice  in  the 
State  and  who  is  under  the  direction  of 
the  patient’s  physician. 

(B)  Home  health  aid  services  provided 
by  a  qualified  agency. 

(C)  Medical  supplies,  equipment  and 
appliances  suitable  for  use  in  the  home. 

(D)  Physical  therapy,  occupational 
therapy  or  speech  therapy  provided  by  a 
qualified  agency  or  by  a  facility  licensed 
by  the  State  to  provide  medical  rehabili¬ 
tation  services. 

(ii)  In  order  to  participate  under  a 
State  title  XIX  plan  as  an  agency  quali¬ 
fied  to  provide  home  health  services,  such 
agency  must  meet  the  conditions  and 
standards  set  forth  in  §  249.150  of  this 
chapter,  as  determined  in  accordance 
with  the  applicable  provisions  for  the 
certification  and  execution  of  valid  pro¬ 
vider  agreements  under  §  249.151  of  this 
chapter. 

2.  A  new  §  249.150  is  added  to  Part  249, 
as  set  forth  below : 

§  249.150  Standards  for  agencies  qual¬ 
ified  to  provide  home  health  services. 

(a)  Type  of  agencies  qualified  to  pro¬ 
vide  home  health  services.  The  require¬ 
ment  to  provide  home  health  services  un¬ 
der  State  plans  for  medical  assistance  is 
specified  in  §  249.10(a)  (4)  of  this  chap¬ 
ter;  the  services  included  are  defined  in 
§  249.10(b)  (7) .  This  section  describes  the 
agencies  which  qualify  to  provide  the 
nursing,  home  health  aide  and  therapy 
services  specified  in  §  249.10(b)  (7). 

(1)  Home  health  services  may  be  pro¬ 
vided  under  the  title  XIX  State  plan  by 
any  agency  which  is  certified  under  title 
XVIH  of  the  Act  to  provide  such  serv¬ 
ices  and  which  executes  a  valid  provider 
agreement  with  the  title  XIX  State 
agency. 

(2)  Home  health  services  may  also  be 
provided  under  the  title  XIX  State  plan 
by  a  public  or  private  agency  or  subdivi¬ 
sion  thereof  (e.g.,  the  home  care  unit  of  a 
hospital)  which  is  primarily  engaged  in 
providing  medical  or  health  care  services, 
of  which  one  must  be  nursing,  or  home 
health  aide  services,  and  which  meets  the 
standards  set  forth  in  this  section;  and 
which  executes  a  valid  provided  agree¬ 
ment  with  the  title  XIX  agency. 


(3)  Therapy  services  may  be  provided 
as  home  health  services  by  an  agency 
specified  in  paragraph  (a)  (1)  or  (2)  of 
this  section,  or  by  a  facility  licensed  by 
the  State  to  provide  medical  rehabilita¬ 
tion  services,  and  which  meets  the  other 
conditions  set  forth  in  this  paragraph. 
Such  a  rehabilitation  facility  must  be  op¬ 
erated  under  competent  medical  super¬ 
vision  and  is  one  which  provides  therapy 
services  for  the  primary  purpose  of  as¬ 
sisting  in  the  rehabilitation  of  disabled 
persons  through  an  integrated  program 
of  (i)  medical  evaluation  and  services, 
and  (ii)  psychological,  social,  or  voca¬ 
tional  evaluation  and  services.  The  major 
portion  of  the  required  evaluation  and 
services  must  be  furnished  within  the 
facility  and  the  facility  must  be  operated 
either  in  connection  with  a  hospital  or  as 
a  facility  in  which  all  medical  and  re¬ 
lated  health  services  are  prescribed  by,  or 
are  under  the  general  direction  of,  per¬ 
sons  licensed  to  practice  medicine  or  sur¬ 
gery  in  the  State. 

(b)  Compliance  with  Federal,  State 
and  local  laws.  An  agency  providing 
home  health  services  under  paragraph 
(a)  (2)  of  this  section  must  be  in  com¬ 
pliance  with  all  applicable  Federal,  State, 
and  local  laws  and  regulations.  If  State 
or  local  law  requires  licensure  of  agencies 
but  exempts  certain  types  (e.g.,  public 
agencies)  from  the  licensure  require¬ 
ment,  the  exempted  agencies  must  meet 
the  licensure  standards  even  though  a 
license  is  not  actually  issued.  This  de¬ 
termination  must  be  made  by  the  State 
survey  agency  and  recorded  in  writing. 

(c)  Organization,  services,  administra¬ 
tion. — (1)  Delegation  of  responsibility. 
Organization,  services  provided,  admin¬ 
istrative  control,  and  lines  of  authority 
for  the  delegation  of  responsibility  down 
to  the  patient  care  level  shall  be  clearly 
set  forth  in  writing  and  readily  identi¬ 
fiable.  Administrative  and  supervisory 
functions  shall  not  be  delegated  to  an¬ 
other  agency  or  organization.  Services 
performed  by  subunits  of  the  agency 
shall  be  monitored  and  controlled  by 
the  agency  and  appropriate  administra¬ 
tive  records  shall  be  maintained  for  each 
subunit. 

(2)  Subcontracting.  Patient  care  serv¬ 
ices  may  be  subcontracted  except  that 
the  agency  shall  provide  at  least  one 
patient  care  service  directly.  All  services 
not  provided  directly  shall  be  monitored 
and  controlled  by  the  primary  agency 
(the  agency  responsible  for  the  service 
rendered  to  patients  and  for  implemen¬ 
tation  of  the  plan  of  care).  (See  also 
paragraph  (c)  (7)  of  this  section  for  pro¬ 
visions  relating  to  personnel  under 
contract.) 

(3)  Governing  body.  The  governing 
body  or  designated  person  so  functioning 
shall,  at  each  local  administrative  level, 

(i)  Have  full  legal  authority  and  re¬ 
sponsibility  for  the  operation  of  the  home 
health  program; 

(ii)  Appoint  a  qualified  administrator; 

(iii)  Arrange  for  the  establishment 
and  continuing  operation  of  an  advisory 
committee; 


(iv)  Adopt  and  periodically  review 
written  bylaws  or  an  acceptable  equiva¬ 
lent; 

(v)  Oversee  the  management  and  fis¬ 
cal  affairs  relating  to  home  health 
services; 

(vi)  Supply  full  and  complete  infor¬ 
mation  to  the  survey  agency  as  to  the 
identity: 

(A)  Of  each  person  who  has  any  di¬ 
rect  or  indirect  ownership  interest  of  10 
percentum  or  more  in  the  agency  or  who 
is  the  owner  (in  whole  or  in  part)  of  any 
mortgage,  deed  of  trust,  note  or  other 
obligation  secured  (in  whole  or  in  part) 
by  the  agency  or  by  any  of  the  property 
or  assets  of  the  agency; 

(B)  Of  each  officer  and  director  of  the 
corporation  if  the  agency  is  organized 
as  a  corporation; 

(C)  Of  each  partner  if  the  agency  is 
organized  as  a  partnership;  and  prompt¬ 
ly  report  any  changes  to  the  State  sur¬ 
vey  agency  which  would  affect  the 
current  accuracy  of  the  information  sup¬ 
plied  under  this  paragraph. 

(4)  Administrator  or  director  of  home 
health  services.  The  administrator  or  di¬ 
rector  shall  be  a  licensed  physician,  a 
registered  nurse,  or  a  person  with  train¬ 
ing  and  experience  in  health  service  ad¬ 
ministration  and  at  least  one  year  of 
supervisory  or  administrative  experience 
in  home  health  care  or  related  health 
programs.  The  administrator  or  direc¬ 
tor  shall  be  appointed  by  the  governing 
body  or  the  designated  person  so  func¬ 
tioning  and  shall; 

(i)  Organize  and  direct  the  agency’s 
ongoing  operation  with  respect  to  home 
health  services; 

(ii)  Maintain  ongoing  liaison  among 
the  governing  body,  the  professional  ad¬ 
visory  committee  (see  paragraph  (d)  of 
this  section) ,  and  the  staff; 

(iii)  Employ  only  personnel  who  meet 
the  qualifications  prescribed  in  20  CFR 
405.1202  (k),  (1),  (q),  and  (r)  and 
405.1101  (m),  (n),  (q),  (r),  (s),and  (t), 
in  the  occupational  categories  defined  in 
such  sections; 

(iv)  Provide  for  and  evaluate  ongoing 
inservice  training  for  all  staff; 

(v)  Ensure  the  accuracy  of  public  in¬ 
formation  materials  and  activities;  and 

(vi)  Implement  an  effective  budgeting 
and  accounting  system. 

(5)  Supervising  physician  or  reg¬ 
istered  nurse.  The  home  health  services 
provided  shall  be  under  the  supervision 
and  direction  of  a  physician  or  a  regis¬ 
tered  nurse.  This  person,  or  a  supervisory 
staff  member  of  another  discipline,  shall 
be  available  at  all  times  during  operating 
hours  and  shall  participate  in  all  activi¬ 
ties  relevant  to  the  professional  services 
provided,  including  the  developing  of 
qualifications  and  assignments  of  per¬ 
sonnel. 

(6)  Personnel  policies.  Personnel 
practices  and  patient  care  shall  be  sup¬ 
ported  by  appropriate,  written  personnel 
policies.  Personnel  records  shall  include 
job  descriptions,  qualifications,  licensure, 
performance  evaluations,  and  health  ex¬ 
aminations,  and  shall  be  kept  current. 
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(71  Personnel  under  hourly  or  per 
insit  contracts.  If  personnel  under 
hourly  or  per  visit  contracts  are  utilized 
by  the  agency  to  provide  home  health 
services,  there  shall  be  a  written  contract 
between  such  personnel  and  the  agency 
clearly  designating: 

<  i  >  That  patients  are  accepted  for  care 
only  by  the  agency, 

<  ii  >  The  services  to  be  provided, 

<iii>  The  necessity  to  conform  to  all 
applicable  agency  policies  including  per¬ 
sonnel  qualifications, 

(iv»  The  responsibility  for  participat¬ 
ing  in  developing  individual  plans  of 
care. 

(v)  The  manner  in  which  services  will 
be  controlled,  coordinated,  and  evaluated 
by  the  agency, 

(vi)  The  procedures  for  submitting 
clinical  and  progress  notes,  scheduling  of 
visits,  periodic  patient  evaluation,  and 

(vii>  The  procedures  for  determining 
charges  and  reimbursement. 

(8)  Coordination  of  patient  services. 
All  personnel  providing  home  health 
services  shall  maintain  liaison  with  each 
other  to  assure  that  their  efforts  effec¬ 
tively  complement  one  another  and  sup¬ 
port  the  objectives  outlined  in  the  plan 
of  care.  The  clinical  record  or  minutes 
of  case  conferences  shall  establish  that 
effective  interchange,  reporting,  and  co¬ 
ordinated  patient  evaluation  does  occur. 
A  written  summary  report  for  each  pa¬ 
tient  shall  be  sent  to  his  physician  at 
least  every  90  days. 

(d)  Advisory  committee.  (1)  An  ad¬ 
visory  committee  shall  be  established 
which  shall  include  at  least  one  physi¬ 
cian,  one  registered  nurse  (preferably  a 
public  health  nurse) ,  one  representative 
of  a  therapy  discipline  (if  the  agency 
offers  any  therapy  as  a  home  health 
service) .  and  one  representative  of  recip¬ 
ients.  The  majority  of  members  shall  be 
neither  owners  nor  staff  members  of  the 
agency. 

(2)  The  committee  shall  annually 
evaluate  the  agency’s  policies  including 
services  offered  to  home  health  patients, 
admission  and  discharge,  medical  super¬ 
vision,  plans  of  care,  emergency  care, 
clinical  records  personnel  qualifications, 
and  standards  of  professional  service. 
Results  of  the  evaluation  in  the  form  of 
recommendations  shall  be  reported  for 
appropriate  action  to  the  governing  body 
and  to  the  State  survey  agency. 

(3)  The  committee  shall  meet  at  least 
quarterly  to  advise  the  agency  on  pro¬ 
fessional  issues,  participate  in  evalua¬ 
tion  of  the  agency’s  program,  and  as¬ 
sist  the  agency  in  maintaining  liaison 
with  other  health  care  providers  in  the 
community  and  in  its  community  infor¬ 
mation  program.  Its  meetings  shall  be 
documented  by  dated  minutes. 

(e)  Acceptance  of  patients,  plan  of 
care,  medical  supervision — (1)  General. 
Patients  shall  be  accepted  for  treatment 
on  the  basis  of  a  reasonable  expectation 
that  the  patient’s  health  needs  cam  be 
met  adequately  by  the  agency  in  the  pa¬ 
tient’s  place  of  residence.  In  all  cases,  an 
initial  home  evaluation  visit  shall  be 
made  by  a  registered  nurse.  Care  shall 
follow  a  written  plan  established  and 


reviewed  at  least  every  90  days  by  the 
patient's  physician  and  shall  continue 
under  the  physician’s  supervision. 

(2)  Development  and  content  of  plan. 
The  plan  of  care  developed  in  consulta¬ 
tion  with  appropriate  agency  staff  shall 
cover  all  pertinent  diagnoses,  including 
mental  status,  types  of  services  and 
equipment  required,  frequency  of  visits, 
prognosis,  rehabilitation  potential,  func¬ 
tional  limitations,  activities  permitted, 
nutritional  requirements,  medications 
and  treatments,  any  safety  measures  to 
protect  against  injury,  instructions  for 
timely  discharge  or  referral,  and  any 
other  appropriate  items.  If  a  physician 
refers  a  patient  under  a  plan  of  care 
which  cannot  be  completed  until  after 
the  evaluation  visit,  the  physician  shall 
be  consulted  to  approve  additions  or 
modifications  to  the  original  plan.  Or¬ 
ders  for  therapy  services  shall  include 
the  specific  procedures  and  modalities  to 
be  used  and  the  amount,  frequency,  and 
duration  of  such  therapy  services. 

(3)  Periodic  review  of  plan.  The  total 
plan  of  care  shall  be  reviewed  by  the  pa¬ 
tient’s  physician  and  agency  personnel 
as  often  as  the  patient’s  condition  re¬ 
quires,  but  at  least  once  every  90  days. 
Agency  professional  staff  shall  promptly 
alert  the  physician  to  any  changes  that 
suggest  a  need  to  alter  the  plan  of  care. 

(4)  Conformance  with  physician’s 
orders.  Drugs  and  treatments  shall  be 
administered  by  agency  staff  only  as 
ordered  by  the  physician.  The  nurse  or 
therapist  shall  immediately  record  and 
sign  such  recording  of  oral  orders  and 
obtain  the  physician's  countersignature 
in  a  manner  consistent  with  good  medical 
practice.  Agency  staff  shall  check  all 
medicines  a  patient  may  be  taking  to 
identify  possibly  ineffective  drug  therapy 
or  adverse  reactions,  significant  side  ef¬ 
fects,  drug  allergies,  and  contraindicated 
medication,  and  promptly  report  any 
problems  to  the  physician. 

(f)  Registered  nurse  services.  As  ap¬ 
propriate,  registered  nurses  providing 
home  health  services  shall :  ( 1 )  Make  the 
initial  evaluation  visit,  (2)  regularly  re¬ 
evaluate  the  patient’s  health  needs,  (3) 
initiate  the  plan  of  care  and  necessary 
revisions,  (4)  provide  those  services  re¬ 
quiring  substantial  specialized  nursing 
skill,  (5)  initiate  appropriate  preventive 
and  rehabilitative  nursing  procedures, 

(6)  prepare  clinical  and  progress  notes, 

(7)  coordinate  services,  (8)  inform  the 
physician  and  other  personnel  of 
changes  in  the  patient’s  condition  and 
needs,  (9)  counsel  the  patient  and  family 
in  meeting  the  patient’s  nursing  and  re¬ 
lated  needs,  (10)  participate  in  inservice 
programs,  and  (11)  supervise  and  teach 
other  nursing  personnel, 

(g)  Licensed  practical  nurse  services. 
Licensed  practical  nurses  providing  home 
health  services  shall  be  under  the  super¬ 
vision  of  a  registered  nurse.  As  appro¬ 
priate,  they  shall:  (1)  Provide  routine 
nursing  services,  (2)  prepare  clinical  and 
progress  notes,  (3)  assist  the  physician 
and/or  registered  nurse  in  performing 
specialized  procedures,  (4)  prepare  equip¬ 
ment  and  materials  for  treatments  ob¬ 
serving  aseptic  technique  as  required, 


(5)  assist  the  patient  in  learning  ap¬ 
propriate  self-care  techniques,  and  (6) 
participate  in  in-service  programs. 

(h)  Therapy  services.  (1)  As  appro¬ 
priate,  physical,  occupational  or  speech 
therapists  performing  home  health 
services  shall:  (i)  Assist  the  physician 
in  evaluating  level  of  function,  (ii)  help 
to  develop  the  plan  of  care  (revising  as 
necessary),  (iii)  prepare  clinical  and 
progress  notes,  (iv)  advise  and  consult 
with  the  family  and  other  agency  per¬ 
sonnel,  and  (v)  participate  in  inservice 
programs. 

(2)  Services  may  be  provided  by  a 
qualified  physical  therapist  assistant  or 
qualified  occupational  therapy  assistant 
under  the  supervision  of  a  qualified 
physical  or  occupational  therapist.  A 
physical  therapist  assistant  or  occupa¬ 
tional  therapy  assistant  shall  perform 
services  planned,  delegated,  and  super¬ 
vised  by  the  therapist,  assist  in  preparing 
clinical  notes  and  progress  reports,  and 
participate  in  educating  the  patient  and 
family,  and  in  inservice  programs. 

(3)  Speech  therapy  services  may  be 
provided  only  by  or  under  supervision  of 
a  qualified  speech  pathologist  or  audi¬ 
ologist. 

(i)  Home  health  aide  services — (1) 
Assignment  and  duties.  The  home  health 
aide  shall  be  assigned  to  a  particular 
patient  by  a  registered  nurse.  Written 
instructions  for  patient  care  shall  be 
prepared  by  a  registered  nurse  or  ther¬ 
apist  as  appropriate.  Duties  shall  include 
the  performance  of  simple  procedures  as 
an  extension  of  therapy  services,  per¬ 
sonal  care,  ambulation  and  exercise, 
household  services  essential  to  health 
care  at  home,  assistance  with  medica¬ 
tions  that  are  ordinarily  self-adminis¬ 
tered,  reporting  changes  in  the  patient’s 
conditions  and  needs,  and  completing 
appropriate  records. 

(2)  Supervision,  (i)  Standard:  Super¬ 
vision.  The  registered  nurse,  or  appro¬ 
priate  professional  staff  member,  if  ther¬ 
apy  services  are  provided,  shall  make  a 
supervisory  visit  to  the  patient’s  resi¬ 
dence  at  least  monthly,  alternating  the 
visits  when  the  aide  is  present  and  not 
present  to  assess  relationships  and  deter¬ 
mine  whether  goals  are  being  met. 

(3)  Training.  All  home  health  aides 
shall  receive  basic  orientation  and  train¬ 
ing  consisting  of  not  less  than  40  hours. 
The  training  will  include  as  a  minimum 
content  in  each  of  the  following  areas: 

(i)  Basic  techniques  of  personal  care 
such  as  the  activities  of  daily  living; 

(ii)  Health  and  hygiene ; 

(iii)  Food  preparation  and  nutrition; 

(iv)  Interpersonal  relationships  meet¬ 
ing  the  social,  emotional,  and  physical 
needs  of  patients; 

(v)  Basic  household  management; 

(vi)  Child  care. 

(4)  In-service  education.  There  shall 
be  continuing  in-service  programs  on  a 
regularly  scheduled  basis  with  on-the- 
job  training  during  supervisory  visits  and 
more  often  as  needed. 

(j)  Records — (1)  Clinical  records.  A 
clinical  record  containing  pertinent  past 
and  current  findings  in  accordance  with 
accepted  professional  standards  shall  be 


FEDERAL  REGISTER,  VOL.  40,  NO.  163 — THURSDAY,  AUGUST  21,  1975 


PROPOSED  RULES 


36705 


maintained  for  every  patient  receiving 
home  health  services.  In  addition  to  the 
plan  of  care,  the  record  contains  ap¬ 
propriate  identifying  information;  name 
of  physician;  drug,  dietary,  treatment, 
and  activity  orders;  signed  and  dated 
clinical  and  progress  notes  (clinical  notes 
shall  be  written  the  day  service  is  ren¬ 
dered  and  incorporated  within  a  week  of 
such  service) ;  copies  of  summary  reports 
sent  to  the  physician;  and  a  discharge 
summary. 

(2)  Retention  of  records.  Clinical  rec¬ 
ords  shall  be  retained  for  a  period  of 
3  years  (as  described  and  qualified  by 
part  74,  subpart  D,  of  this  title,  “Reten¬ 
tion  and  Custodial  Requirements  for 
Records’’),  after  completion  of  services. 
When  a  patient  Is  transferred  from 
care  of  the  agency,  a  copy  of  the  record 
or  abstract  shall  be  sent  to  the  accepting 
agency  or  facility. 

(3)  Protection  of  records.  Clinical  rec¬ 
ord  information  shall  be  safeguarded  in 
accordance  with  the  requirements  of 
§  205.50  of  this  chapter. 

(4)  Clinical  record  review.  At  least 
quarterly,  appropriate  agency  health  pro¬ 
fessionals  shall  review  a  10  percent  ran¬ 
domly  selected  sample  of  both  active  and 
closed  clinical  records  to  assure  that  es¬ 
tablished  policies  are  followed  in  provid¬ 
ing  services  (direct  services  as  well  as 
services  under  contract  or  arrangement) . 

(k)  Utilization  control.  The  agency 
shall  participate  in  a  program  of  utiliza¬ 
tion  control  of  services  as  prescribed 
by  the  title  XIX  State  agency  pursuant 
to  S  250.18  of  this  chapter  which,  as  a 
minimum,  shall  include  provisions  for: 

(l)  Review  of  patient  records  by  a 
team  of  professional  persons  (at  least  a 
physician,  public  health  nurse  and  one 
additional  health  professional)  not  in¬ 
volved  in  the  direct  care  of  the  individ¬ 
ual  patient,  for  each  90 -day  period  of 
service  with  respect  to  any  patient  re¬ 
ceiving  continued  services  during  such 
period,  in  order  to  make  recommenda¬ 
tions  to  the  agency  providing  service  as 
to  the  necessity  for  continued  service, 
the  adequacy  of  the  plan  of  care  and  the 
appropriateness  of  continued  service; 
and 

(2)  A  continuing  program  of  home 
health  evaluation  studies  by  a  team  of 
professional  persons  (which  may  be  the 
same  team  as  specified  in  paragraph 
(k)  (1)  of  this  section) ,  which  shall  iden¬ 
tify  and  analyze  trends,  problems  and 
patterns  of  care  and  make  recommenda¬ 
tions  to  the  State  title  XIX  agency  for 
Improvement  of  the  quality  of  home 
health  care. 

(1)  Determination  of  qualifications. 
The  determination  that  an  agency  pro¬ 
viding  home  health  services  meets  the 
conditions  and  standards  for  participa¬ 
tion  shall  be  made  in  accordance  with 
the  applicable  provisions  for  certifica¬ 
tion  and  the  execution  of  valid  provider 
agreements  set  forth  in  §  249.151  of  this 
chapter. 

3.  A  new  §  249.151  is  added  to  Part  249 
as  set  forth  below : 


§  249.151  Home  health  agencies:  Re¬ 
quirements  for  agencies  qualifying 
as  home  health  service  providers. 

(a)  Certification  of  agencies  not  par¬ 
ticipating  under  title  XVIII.  Prior  to  the 
execution  of  a  provider  agreement  and 
participation  in  the  title  XIX  program  as 
a  provider  of  home  health  services,  the 
State  survey  agency  designated  under 
§  250.100  of  this  chapter  shall  survey  the 
home  health  agency  and  certify  as  to 
whether  it  is  found  to  be  in  compliance 
with  the  conditions  and  standards  set 
forth  in  §  249.150  (a)  (2)  and  (b)-(l). 

(1)  The  findings  of  the  State  survey 
agency  with  respect  to  each  of  the  stand¬ 
ards  shall  be  adequately  documented. 
Where  the  State  survey  agency  certifies 
that  a  provider  agency  is  not  in  compli¬ 
ance  with  the  standards,  such  documen¬ 
tation  shall  Include,  in  addition  to  the 
description  of  the  specific  deficiencies 
which  resulted  in  the  agency’s  finding, 
a  report  of  all  consultation  which  has 
been  undertaken  in  an  effort  to  assist  the 
provider  to  comply  with  the  standards, 
a  report  of  the  provider’s  responses  with 
respect  to  the  consultation,  and  the  State 
agency’s  assessment  of  the  prospects  for 
such  improvements  as  to  enable  the  pro¬ 
vider  to  achieve  compliance  with  the 
standards  within  a  reasonable  period  of 
time. 

(2)  If  a  provider  is  certified  by  the 
State  survey  agency  to  be  in  compliance 
with  the  standards  or  to  be  in  compliance 
except  for  deficiencies  not  adversely  af¬ 
fecting  the  health  and  safety  of  patients 
the  following  information  will  be  incor¬ 
porated  into  the  finding : 

(i)  A  statement  of  the  deficiencies 
which  were  found,  and 

(ii)  A  description  of  further  action 
which  is  required  to  remove  the  defi¬ 
ciencies,  and 

(iii)  A  time-phased  plan  of  correction 
developed  by  the  provider  and  concurred 
in  by  the  State  survey  agency,  and 

(iv)  A  scheduled  time  for  a  resurvey 
of  the  agency  to  be  conducted  by  the 
State  survey  agency  within  90  days  fol¬ 
lowing  the  completion  of  the  survey. 

(3)  If,  on  the  basis  of  the  State  cer¬ 
tification  that  an  agency  meets  stand¬ 
ards,  and  such  other  information  as  it 
possesses,  the  State  title  XIX  agency  ex¬ 
ecutes  a  provider  agreement  with  the 
provider  agency,  the  information  de¬ 
scribed  in  paragraph  (a)  (2)  of  this  sec¬ 
tion  will  be  incorporated  into  a  notice 
to  the  provider. 

(4)  Initial  certifications  and  recerti¬ 
fications  by  the  State  survey  agency  to 
the  effect  that  a  provider  is  in  compliance 
with  all  the  standards  will  be  for  a  pe¬ 
riod  of  12  months.  State  survey  agencies 
may  visit  or  resurvey  providers  more  fre¬ 
quently  where  necessary  to  evaluate  cor¬ 
rection  of  deficiencies,  ascertain  con¬ 
tinued  compliance,  or  accommodate  to 
periodic  or  cyclical  survey  programs.  The 
State  survey  agency  shall  evaluate  such 
reports  as  may  pertain  to  the  health  and 
safety  requirements  and,  as  necessary, 


take  appropriate  action  to  achieve  com¬ 
pliance  or  certify  to  the  State  title  XIX 
agency  that  compliance  has  not  been 
achieved.  A  State  finding  and  certifica¬ 
tion  that  a  provider  is  no  longer  in  com¬ 
pliance  will  supersede  the  State’s  pre¬ 
vious  certification. 

(5)  The  State  survey  agency  will  cer¬ 
tify  that  a  provider  is  not  or  is  no  longer 
in  compliance  with  the  standards  where 
the  deficiencies  are  of  such  character  as 
to  substantially  limit  the  provider’s  ca¬ 
pacity  to  render  adequate  care  or  which 
adversely  affect  the  health  and  safety  of 
patients. 

(6)  If  a  provider  is  found  to  be  defi¬ 
cient  with  respect  to  one  or  more  of  the 
standards,  it  may  participate  in  the  State 
title  XIX  program  only  if  the  provider 
has  submitted  an  acceptable  plan  of  cor¬ 
rection  for  achieving  compliance  within 
a  reasonable  period  of  time  acceptable  to 
the  State  survey  agency.  The  existing 
deficiencies  noted  either  individually  or 
in  combination  must  neither  jeopardize 
the  health  and  safety  of  patients  nor  be 
of  such  character  as  to  seriously  limit 
the  provider’s  capacity  to  render  ade¬ 
quate  care. 

(7)  If  it  is  determined  during  a  survey 
that  a  provider  is  not  in  compliance  with 
one  or  more  of  the  standards  in  accord¬ 
ance  with  paragraph  (a)  (6) ,  it  will  be 
granted  a  reasonable  time  to  achieve 
compliance.  The  amount  of  time  will  de¬ 
pend  upon  the  nature  of  the  deficiency 
and  the  State  survey  agency’s  judgment 
as  to  the  provider’s  capabilities  to  pro¬ 
vide  adequate  and  safe  care.  Ordinarily 
a  provider  will  be  expected  to  take  the 
steps  needed  to  achieve  compliance  with¬ 
in  60  days  of  being  notified  of  the  defi¬ 
ciencies  but  the  State  survey  agency  may 
grant  additional  time  in  individual  situa¬ 
tions,  if  in  its  judgment  it  is  not  reason¬ 
able  to  expect  compliance  within  60  days, 
e.g.,  a  provider  must  obtain  the  approval 
of  its  governing  body,  or  engage  in  com¬ 
petitive  bidding. 

(b)  Execution  of  provider  agreements 
with  all  agencies  providing  home  health 
services.  (1)  The  State  agency  shall  not 
execute  a  provider  agreement,  under  this 
section,  with  an  agency  providing  home 
health  services  unless  the  agency  is  cer¬ 
tified  to  provide  such  services  under  title 
XVIII  of  the  Act,  or  is  certified  as  meet¬ 
ing  the  standards  specified  in  §  249.150 
of  this  chapter  in  accordance  with  the 
applicable  provisions  of  this  section. 

(2)  (i)  The  term  of  an  agreement  may 
not  exceed  a  period  of  one  year  and  the 
effective  date  of  such  agreement  may  not 
be  earlier  than  the  date  of  certification, 
(ii)  Execution  of  a  provider  agreement 
shall  be  for  the  term  and  in  accordance 
with  the  provisions  of  certification  de¬ 
termined  by  the  survey  agency,  except 
that  the  single  State  agency  for  good 
cause  based  on  adequate  and  documented 
evidence  may  elect  to  execute  a  provider 
agreement  for  a  term  less  than  the  full 
period  of  certification,  or  may  elect  not 
to  execute  a  provider  agreement,  or  may 
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cancel  a  provider  agreement  for  partici¬ 
pation  by  an  agency  certified  under  the 
State  plan,  (iii)  Notwithstanding  the 
provisions  of  this  paragraph  the  single 
State  agency  may  extend  such  term  for 
a  period  not  exceeding  two  months 
where  the  survey  agency  has  notified  the 
single  State  agency  in  writing  prior  to 
the  expiration  of  a  provider  agreement 
that  the  health  and  safety  of  the  pa¬ 
tients  will  not  be  jeopardized  thereby, 
and  that  such  extension  is  necessary  to 
prevent  irreparable  harm  to  such  agency 
or  hardship  to  the  individuals  being  fur¬ 
nished  items  or  services  or  that  it  is  im¬ 
practicable  within  such  provider  agree¬ 
ment  period  to  determine  whether  such 
agency  is  complying  with  the  provisions 
and  requirements  under  the  program. 
An  extension  of  the  provider  agreement 
for  more  than  two  months  may  be 
granted  if  it  is  necessary  to  implement 
the  State  survey  agency’s  determination 
under  paragraph  (a)  (7)  of  this  section 
to  allow  the  provider  additional  time  to 
correct  deficiencies. 

(iv)  Any  agency  whose  agreement  has 
been  cancelled  or  otherwise  terminated 


may  not  be  issued  another  agreement 
until  the  reasons  which  caused  the  can¬ 
cellation  or  termination  have  been  re¬ 
moved  and  reasonable  assurance  pro¬ 
vided  the  survey  agency  that  they  wrill 
not  recur. 

(3)  With  respect  to  home  health  agen¬ 
cies  certified  to  participate  under  title 
XVIII  of  the  Act,  the  term  of  a  provider 
agreement  between  such  agency  and  the 
State  title  XIX  agency  shall  be  subject 
to  the  same  terms  and  conditions  and  be 
coterminous  with  the  period  of  partici¬ 
pation  specified  by  the  Secretary  under 
title  XVIII.  Upon  notification  that  an 
agreement  with  an  agency  under  title 

XVIII  has  been  terminated  or  cancelled, 
the  State  title  XIX  agency  will  take  the 
same  action  under  title  XIX  as  of  the 
effective  date  of  the  title  XVIII  action. 

(c)  Disallowance  of  Federal  financial 
participation  when  agency  is  found  not 
to  meet  all  requirements  for  certification. 
A  provider  agreement  between  the  title 

XIX  State  agency  and  an  agency  speci¬ 
fied  in  §  249.150(a)  (2)  of  this  chapter 
shall  not  be  considered  valid  evidence 
that  such  agency  meets  all  requirements 


for  certification  pursuant  to  §  249.150,  if 
the  Secretary  establishes  on  the  basis  of 
on-site  validation  surveys,  other  Federal 
reviews.  State  certification  records,  or 
such  other  reports  as  he  may  prescribe, 
that: 

(1)  The  survey  agency  failed  to  apply 
the  Federal  standards  for  the  certifica¬ 
tion  of  such  agency  as  required  under 
§  249.150  of  this  chapter; 

(2)  The  survey  agency  failed  to  follow 
the  rules  and  procedures  for  certification 
set  forth  under  §  249.151  of  this  chapter; 

(3)  The  survey  agency  failed  to  use  the 
Federal  standards  and  such  forms,  meth¬ 
ods  and  procedures  as  are  established 
under  §  250.100(c)  (1)  of  this  chapter;  or 

(4)  The  terms  and  conditions  of  a 
provider  agreement  do  not  meet  the 
requirements  of  this  section. 

States  upon  request  shall  receive  a  re- 
consideration  of  any  disallowances  of 
Federal  financial  participation  resulting 
from  the  Secretary’s  determination  un¬ 
der  these  provisions,  in  accordance  with 
section  1116(d)  of  the  Act,  and  S  201.14 
of  this  chapter. 
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